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DETAILED ACTION 

This detailed action is in regards to United States Patent Application 10/505,352 
filed on 2/20/2003 and is a final action based on the merits of the application. Claims 1, 
2, 4-20, 69, 70 and 78-80 are currently pending. Claims 1, 4 and 16 have been 
amended. Claim 3 has been canceled and claims 78-80 are new. 

Priority 

Acknowledgment is made of applicant's claim for foreign priority based on an 
application filed in Germany on 02/21/2002, 2/21/2002 and 09/24/2002. It is noted, 
however, that applicant has not filed a certified copy of the 10208575.7, 20213607.8 
and 10245721.2 application as required by 35 U.S.C. 119(b). 

Drawings 

The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the "receiver" must be 
shown or the feature(s) canceled from the claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
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and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 

Specification 

The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01 (o). Correction 
of the following is required: "a receiver" as recited in claim 1 lacks antecedent basis in 
the specification. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 13-15 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claim 13 recites "a retainer" where claim 1 
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previously recites a retainer and it is unclear whether claim 13 is in reference to the 
retainer of claim 1 or a second retainer. 



Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a patent therefor, 
subject to the conditions and requirements of this title. 

Claims 78-80 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. The claims is rejected under 35 U.S.C. 101 
based on the theory that the claim is directed to neither a "process" nor a "machine," but 
rather embraces or overlaps two different statutory classes of invention set forth in 35 
U.S.C. 101 which is drafted so as to set forth the statutory classes of invention in the 
alternative only. Id. at 1551. See MPEP 2173.05(p). 

Claim 78 recites "said piston releasably engaging the lancet and causing 
separation of the lancet body," comprising process steps. The Rejection could be 
overcome by replacing "engaging" and "causing" with -engages- and -causes- 
respectively. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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Claims 1,2, 5-12, 17-20, 69-70 are rejected under 35 U.S.C. 103(a) as being 
unpatentable overSchraga (US 6,228,100 B1) in view of Moerman et al. (US 
6,706,159). 

Regarding claims 1-3, 5-12 Schraga discloses a lancing device comprising: a housing 
(20); a cassette removably mounted to said housing (40, see Column 4, Lines 60-67), 
said cassette comprising at least one lancet (70) having a lancet body (see Figure 1) 
and a protective cap (72); a piston (24, see Figure 2) for propelling the lancet along a 
path of travel, said piston having a receiver (the downwardly depending segment 25, of 
the assembly 24 engages the lancet (Column 5, Lines 44-67 and Figure 2) for 
releasably engaging and retracting the lancet (See Column 5, Lines 26-43) to separate 
the lancet body and the protective cap along a retraction portion of the path of travel of 
the lancet and thereafter advancing the lancet along the path of travel into a lacing 
position (the italicized claim limitations are directed towards intended use, a recitation of 
the intended use of the claimed invention must result in a structural difference between 
the claimed invention and the prior art in order to patentably distinguish the claimed 
invention from the prior art, the piston is capable of retracting a lancet body having a 
cap and forcing the cap to be removed by pulling the cap 72 against the hole 54 in 
Figure 2) at least one guide member within the cassette (guide posts surrounding 
channel 92, positioned within the cassette opening, see Figure 6 or the wall area 
surrounding the hole 54 shown in Figure 2) for engaging the separated protective cap to 
guide the protective cap transversely out of the path of travel (both features are capable 
of engaging the cap and separating it form the lancet body and guiding it transversely 
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out of the path of travel) and a retainer positioned with in the cassette (the spacing gap 
defined between the shield assembly 42 and the lancet carrier which is capable of 
retaining separated caps 72) to retain the separated protective cap. In regards to claim 
2, the cassette further comprises a biasing element (94 comprises a hinge element) and 
the cassette further comprises at least one guide post engaging the protective cap 
(guide post on opposite sides of the notch 92, Figure 6). 

The cassette comprises a plurality of the lancets radially arranged about an axis 
(see Figure 1) in a plane , best seen in Figure 2) wherein the piston propels the lancet 
along a path of travel within that plan, (see Figure 2) and the lancing device further 
comprises an advancing mechanism and wherein the cocking mechanism and the 
advancing mechanism are coupled together so that they operate together (see Column 
6, Lines 65-67). 

The cassette further comprises radially extending guides (guide regions 52) 
defining the path of travel of the lancet. Each lancet further comprises a resilient tongue 
extending from the lancet body. 

Furthermore the cassette comprises an aperture thought which the mount hub is 
80 is positioned see Figure 2, which functions as an alignment indicator to properly align 
the firing unit and cassette, see Figure 5 and Figure 2. The biasian element moves the 
cap transversely out of the lancet path of travel best seen in Figure 6. And at least one 
recession (Figure 4 shows a recession formed between the guide channels 52 and wall 
40 of the housing capable of retaining used lancet caps). Scharaga fails to explicitly 
disclose the device wherein the cassette is mounted within the housing. Moerman 
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teaches a lancet device comprising a plurality lancets mounted within a housing 81 . 
Therefore it would have been obvious to a person of ordinary skill in the art at the time 
of the invention to modify the device taught by Schraga to include the lancets within a 
housing as taught by Moerman in order to provide a streamlined meter which can be 
worn in the form of a wrist watch see Column 7, Lines 38-55 making the device easy to 
carry. Regarding claims 18 and 19 Moerman teaches a device said housing resembles 
a wristwatch housing (see Above), and further comprising a wristband (82) and also 
comprising sample collection and analysis media (sensor disk 84). 

Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schraga 
(US 6,228,100 B1) in view of Moerman etal. (US 6,706,159) as applied to claim 1 
above and in further view of Shichman et al. (US 6,1 97,041 B1 ). 

Regarding claim 16, Schraga teaches a device wherein the lancet body and the 
piston comprise inter engaging coupling elements (see Column 4, Lines 25-55). One of 
ordinary skill in the art would recognize that connecting elements are often tapered to 
facilitate connection, (for example see US 4,750,851 , abstract). Nevertheless, 
Shichman teaches a skin piercing device comprising a coupling element (124c) having 
a tapered lead-in section for mounting to the distal end of a shaft 122. Therefore it 
would have been obvious to a person of ordinary skill in the art at the time of the 
invention to modify the device taught by Scharaga to include a tapered lean in section 
as taught by Shichman in order to facilitate the alignment of the connecting 
components. 
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Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schraga 
(US 6,228,100 B1) in view of Moerman etal. (US 6,706,159) as applied to claim 3 
above and in further view of Morita et al. (US 5,385,571 B1 ). 

Scharaga teaches the device wherein a pair of guide posts (on either side of 
aperture 92) are slid ably engaged with protective cap to move the cap out of the path of 
travel of the lancet. Scharaga fails to disclose the device wherein the cap comprises a 
pair of recesses. Morita disclose a lancet cap having a pair of recesses (18). Therefore 
it would have been obvious to a person of ordinary skill in the art at the time of the 
invention to modify the device taught by Scharaga to include a cap recesses as taught 
by Morita in order to facilitate the removal of the cap by providing a weak point in the 
lancet body. 

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Schraga 
(US 6,228,100 B1) in view of Moerman etal. (US 6,706,159) as applied to claim 3 
above and in further view of Ruppert et al. (US 5,152,775 B1). 

Scharaga teaches the device wherein the at least one guide member comprises 
a pair of guide posts (on either side of aperture 92) are slid ably engaged with protective 
cap to move the cap out of the path of travel of the lancet. Scharaga fails to disclose the 
device wherein the cap comprises a pair of recesses in opposed sides. Ruppert 
disclose a lancet cap having a pair of recesses (38 having a pair of recesses 39 the cap 
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being removed when recesses sliding thru a pair of guide posts, Column 3, Lines 33- 
64). Therefore it would have been obvious to a person of ordinary skill in the art at the 
time of the invention to modify the device taught by Scharaga to include a cap recesses 
as taught by Ruppert in order to facilitate the removal of the cap by providing a weak 
point in the lancet body by engaging the groves with the guide posts. 

Claims 78-80 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bobecker etal. (US 20040102803 A1). 

Multiple embodiments are cited for the purpose of this rejection. 

Regarding claim 78, Bobecker teaches a lancing device comprising: a housing 
(Figure 56a shows the lancet device comprising a housing); a cassette removably 
mounted within said housing (he underside the housing 566 may also be hinged or 
otherwise removable to allow the insertion of cartridge 500 into the device, see [0153]), 
said cassette comprising at least one lancet having a lancet body and a protective cap 
(figures 66-70 show the cassette comprising a plurality of lancets, each lancet having a 
lancet body 708, [0166] and a cap 714, see Figure 67 and [0168]); 

a piston (gripper 716 propels the lancet, see Figures 69d-69g and [0166]-[0167] 
and [0171]-[0173]) for propelling the lancet along a path of travel, said piston releasably 
engaging the lancet and causing separation of the lancet body and the protective cap 
along at least a portion of the path of travel of the lancet (the driving member 716 is 
capable of engaging the lance and causing separation of the lancet body from the 
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protective cap, Figures 69a-69l shows the griper engaging the lancet driving the lancet 
away from the protective cap and then engaging the cap with the lancet tip); wherein 
said cassette comprises a plurality of lancets radially arranged about an axis (Figure 
66); and wherein said cassette further comprises a retainer having a plurality of spring 
elements extending therefrom (the cartridge comprises a retainer having a plurality of 
spring elements corresponding to the respective lancing elements which bias the cap 
out of the lancet path, see Figure 69F), said spring elements engaging the protective 
caps of said plurality of lancets (the protective caps are mounted at the end of the 
spring element see Figure 69F) to move the protective caps out of the path of travel 
after separation of the protective cap from the lancet body. 

Regarding claim 79, Bobecker teaches the device wherein said retainer further 
comprises a plurality of guide tongues (Figure 67 and 68 shows the cassette wherein 
each lancet as guide posts to help guide and contain the lancet, see also at least and 
[0165]-[0173]) for defining the path of travel of said lancets. 

Regarding claim 80, Bobecker teaches the device wherein each of said spring 
elements comprises a generally U-shaped loop (each of the spring elements comprises 
a generally u-shaped loop, Figures 69* and see also Figure 65 a). 
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Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



Response to Arguments 

Applicant's arguments with respect to claims 1-20, 69 and 70 have been 
considered but are moot in view of the new ground(s) of rejection. The Applicants 
arguments are directed towards newly presented claim language which is addressed in 
the office action above. 



Contact Info 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL C. STOUT whose telephone number is 
(571)270-5045. The examiner can normally be reached on M-F 7:30-5:00 Alternate 
(Fridays). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner, Art Unit 3736 
/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



